NOCTAHOBAEHWE
O HOAOXKEHUW LUITPADA Mo AeAy Ne 4-14.3-1672/00-08-17
06 AAMUHUCTPATVBHOM MPABOHAPYLLEHNN
«17» okT16ps1 2017 1. r. Mockea

3amecTuTenb pykosoanTenst DeaepaAbHOM AHTUMOHOMOABHOW CAYXKObI

Kawesapor A.B., paCCMOTPEBR MPOTOKOA M MATEPUAABI AeAd Ne 4-14.3-1672/00-08-17 06
OAMUHUCTPATVBHOM MPOBOHAPYLLEHNN, BO3BY>KAEHHOrO B OTHOLLEHNM AO «CaHODU
Poccusa» (toprnandeckmnm aapec: yA. TBepckast, A. 22, r. Mockea, 125009,

NHH 7705018169, OI'PH 1027739079940, KIMIM 771001001, aoaTa pernctpaummn: 19.08.2002),

YCTAHOBUA:

Ha ocHoBaHMM Npukasa Ne 459/17 ot 10.04.2017 pykosoamtenss DAC Poccum Aptembera
N.1O. 6bIAC NPOBEAEHA MPOBEPKA B OTHOLLEHNN AKLUMOHEPHOro 0bLecTea «CaHODU
Poccugs».

o pe3yAbTATAM MPOBEPKU BbISIBAEHO, HTO PEKAAMAO AEKAPCTBEHHOr O NpenapaTta «HO-
LLIMA» pacnpoCTpaHIAACh C Aekabps 2016 roaa no anpenb 2017 road HO TEAEKAHOAQX
«Meppblt KAHaA», «Poccus T», «TB-3», «[TatHmnya», «THT», « AOMALLHMI» 1N UHBIX
NOCPEACTBOM YETHIPEX PEKAAMHBIX POAVKOB:

Q) PEKAOMHBIN POAMK XPOHOMETPAXKEM 10 CEKYHA,, SIBASIKOLLIMMCS] CITIOHCOPCKOMN
30CTABKOWM K TeAenporpaMme «TaHLUbl» HO TEASKAHAAQX «THT», « THT4»;

6) PEKAAMHDBIN POAVK XPOHOMETPAXKEM 20 CeKyHA («<KApHABAA®);
B) PEKAAMHBIN POAVK XPOHOMETPAXKEM 25 cekyHA («Cutm»);

M) PEKAOMHDBIV POAMK XPOHOMETRAMKEM 25 CEKYHA,, SIBASIKOLLIMIMCS] CITOHCOPCKOM
30ACTABKOW K TEAEMNPOrPAMME «XOAOCTSIK» HO TEAEKAHAAQX «THT», « THT4»,

B peknaMHOM poAMKE XpOHOMETPaXKEM 10 CEKYHA,, SIBASIKOLLIIMCST CIIOHCOPCKOMN
3ACTOBKOM K TEAENPOrpAaMME «TAHLbI», COOBLLAETCS CAEAYIOLLEE:

«MOS$1 >KM3Hb — PUTM, ABUMYKEHME, CTPACTb. Koraa 60oAb BCcTaeT Ha nyTn, HO-LLMA
CHUMQET CMa3Mm, 1 BOAb YXOAUT».

Ha nocAeAHEM KAAPE PEKAAMbI AEMOHCTPUPYETCS YIAKOBKO AEKAPCTBEHHOIO
npenapata «HO-LLUMA» n yteepykaeHmne «<HO-LUMA CHUMAET CIMA3M, U BOAb YXOAUT!»,

B pEKAQAMHOM POAKKE XPOHOMETPOMKEM 20 CEKYHA COOBLLAETCS CAEAYIOLLEE:
«-Mam, AQW YTO-HMBY AL OT BOAN.

-Koraa 60Ab BbI3BAHA CMA3MOM, YTO-HNOYAb MOXKET He nopaonTv. HO-LUMA HaymHaeT
PaBOTATb Yepes 12 MUHYT NOCAE NMpUemMa, YCTRAHSIS OCHOBHYO MPUYHY BOAM — CMA3M.
N npoaonkaet pabotatb A0 8 yacos. HO-LUMA cHMMAET cnasm, OOAb YXOAUTY,

B pEKAOMHOM POAMKE XPOHOMETPAKEM 25 CEKYHA COOBLLAETCS CASAYIOLLEE:



«CeropHst 0CObEHHbIV A€Hb — HALL. Y MEHS$1 Ha Hero 6oAbLUME NMAAHbBI. O4eHb
POMAHTUYHbIE. U 51 HE MO3BOAKD 3TOM BOAM BCE NCMOPTUTL. OCHOBHAS MPUYMHA BOAU B
»xumeoTte — cnaam. HO-LUMA yctpaHsieT crnasm. OHA roTOBA AENCTBOBATL Yepes 12 MUHYT
MOCAE MPUEMA M MPOAONKAET AENCTBOBATbL A0 8 yacos. HO-LLMA — 60AM HET B MOUX
MNAQHAOX. Tenepb 3TO TOYHO AYYLLNA AEHDY.

B peKAOMHOM POAVKE XPOHOMETPAMKEM 25 CEKYHA,, SIBASIKOLLLIEMCST CIIOHCOPCKOMN
30CTOBKOM K TEAENPOrPAMME «XOAOCTSIK», COODLLIAETCS CAEAYIOLLEE:

«CeropHs1 AOArOXKAOHHOE CBUAQHKME C XOAOCTSIKOM. Y MEHS HO HErO BOAbLLME MAQHDI.
O4yeHb POMAHTUYHbIE. U g1 HE MO3BOAKD 3TOM BOAM BCE UCMOPTUTb. OCHOBHAS MPUYMHAO
60onmn B kmpote — cnasm. HO-LUMA ycTtpaHgaeT cnaam. OHA roToRA AENCTBOBATL Yepea
12 MVMHYT MOCAE MPUEMA U MPOAOAKAET AENCTBOBATH A0 8 yacos. HO-LLUMA — 6oAn HeT
B MOMX MAQHOX. DTO AyYlLEE CBUACQHME B MOEN YKN3HNY,

COrAnacHo perncTpaurioHHoMy yaoctoeepeHuto Ne [1NO11854/02 ot 23.07.2010
npenapaT «<HO-LUMA» 3apermcTprnpoBaH B KAYECTBE AEKAPCTBEHHOMO NMPenapaTa.

CoraacHo pazaeny «OapMaKoANHAMMKA» MHCTPYKLUMM MO MEAMLIMHCKOMY MPUMEHEHWIO
AeKapcTBeHHOro npenapata «HO-LUMA» ApoTaBepyH NPEACTABASET COBOM
NPON3BOAHOE M3OXMHOAMHA, KOTOPOE MPOSIBASIET MOLLIHOE CMA3MOAUTUYECKOE AENCTBME
HA FAQAKYIO MYCKYAQTYPY 30 CYET MHIMBUPOBAHUS GEPMEHTA GOCHOANSCTEPASLI IV
TMNa. UHrmbrposarme pepmeHta A IV NpMBOAUT K MOBBILLEHNIO KOHLEHTPALMMN
LAMO®, MHOKTUBALMU KMHO3bI AEFKOW Lerni MUO3MHA, YTO B AOAbHEVILLIEM BbI3blIBAEST
PACCAOBAEHME TAQAKON MYCKYAQTYPbI. APOTABEPUH 3DDEKTVBEH MPU CNA3MAX
FAQAKOM MYCKYAQTYPbI KAK HEVPOrEeHHOr O, TAK M MbILLEYHOrO MPOUNCXOMKAEHWMSI.
He3aBMCKMMO OT TUMNA BEFETATUBHOW MHHEP AL, APOTABEPUH PACCAABASIET TAQAKYIO
MYCKYAQTYPY MKEAY AOYHO-KMNLLEYHOrO TPAKTA, YKEAYEBBIBOASILLIMX MYy TEN, MOYEMOBOAOM
CUCTeMbl. BCAeACTBME CBOEro COCY AOPACLUMPSIIOLLErO AENCTBUST APOTABEPUH
YAYYLIAET KPOBOCHABKEHME TKAHEN. TaKMM 06 A30M, BbILLIEOMMCAHHBIE MEXOHW3MDbI
AENCTBUSI APOTABEPUHA YCTPAHSIKOT CMA3M FAQAKON MYCKYAQTYPbI, YTO MPUBOAMT K
YMEHbLLEHNIO BOAN.

COOTBETCTBEHHO MOAOMUTEABHBIM AENCTBMEM AEKAPCTBEHHOrO npenapata «HO-LUMA»
SIBASIETCS] YCTPRAHEHME CNA3MA FACAKOM MYCKYAQTYPbI M YMEHbLLEHNE BOAN.

B pexname coobuaetcs «HO-LUMA cHMMAeET cnasm, 1 60Ab yxoanT», «HO-LLMA
ycTpaHsaeT cnaam», «HO-LUMA HaymHaeT paboTaTb Yepes 12 MUHYT NOCAE npuema,
YCTPAHSIS1 OCHOBHYO MPUYMHY BOAM — CMA3M»,

CornacHoO TOAKOBOMY CAOBAPIO YKMBOIO BEAVNKOPRYCCKOrO s13bIKa B. AOASI CAOBO
FAPOHTVS O3HOYAET PYYATEABCTBO, MOPYUYNTEABCTBO, MOPYKA, oBecnevyeHbe, 3aBepeHne,
CAOBO FrOPAHTUPOBATD - B 3HAYEHNN TAPAHTUPOBATL YTO, OBECneunTb, Py4aTbCsl,
30BEPUTb, 06E30MNACUTL, MOPYYUTLCSI.

CoraacHo croeapto (Eoppemora T. . HOBbIVM CAOBAPb PYCCKOro s13blka. TOAKOBO-
CAOBOOBPA30BATEAbHBIV. — M.: Pycckuin s13bik, 2000) rapaHTns — 370 obecnedeHne
OCYLLECTBAEHWSI, UCMTIOAHEHUS HYETO-A.; MOPYUYUTEABCTBO; TO, YTO NMOATBEPIKAOET
OCYLLeCTBAEHNE, NCMOAHEHNE YETrO-A.

COOTBETCTBEHHO B PEKAAME FAPAHTUPYETCS MOAOXKUTEABHOE AEVNCTBUNE
AekapcTeeHHoro npenapata «HO-LUMA» 1 ero appekTMBHOCTb B YCTPAHEHMM CNA3MA.



CoraacHo nyHKTy 8 yacTtu 1 ctatbu 24 PepAepaAbHOro 3aKOHA «O pekKAaMeE» PEKACMA
AEKAPCTBEHHbBIX CPEACTB HE AOAMKHA FTAPAHTUPOBATL MOAOXKUTEABHOE AENCTBUE

0B BEKTA PEKAOMUPOBAHKS, €ro 6€30MACHOCTb, 9QPEKTUBHOCTb M OTCYTCTBME MOOOYHbIX
AEVNCTBUN,

B pekname coobuaetcs «HO-LLUMA HaumHaeT paboTtaTtb Yepes 12 MUHYT NOCAE NpUuemMda,
YCTPAHSIS1 OCHOBHYO MPUYMHY 6OAM — cnaaMm. Ul npoAoAKAET paboTaTb A0 8 HOCOB»,
«OHQO roTOBA AENCTBOBATH HYepesd 12 MUHYT MOCAE MPUeMAa 1 NPOAOAKAET AENCTBOBATb
AO 8 yacoe (NpuMm. - HO-LLUMA)».

CoraacHo noapasaeny «Abcopbuns» pasaena «PApMAKOKMHETUKA» MHCTRYKLMM MO
NPUMEHEHNIO MeanUMHCKOrO npenapata «HO-LUMA» ApOTABEPUH MO CPABHEHUIO C
NANOBEPUHOM MPU NpremMe BHyTPb BbicTpee n 6onee NoAHO abcopbrpyeTcsa us

YKEAY AOYHO-KMLLEYHOM O TPAKTA. [1OCAE NPECUCTEMHOrO METABOAN3MA B CUCTEMHbBIN
KPOBOTOK NOCTyNnAeT 65% MPUHSITOM AO03bl ApOTaBEPUHA. MAKCUMAABHAST KOHLEHTPALMS
APOTABEPUHA B MAA3ME KPOBU AOCTUrAeTCS Yeped 45-60 MUHYT. COrAQCHO MOAPA3AEAY
«Abcopbumsa» pasaena «PApMAKOKMHETUKA» NEPUOA MOAYBbLIBEAEHMUS APOTOBEPUHA
cocTaBAsieT 8-10 YacoB. B TeveHre 72 4HacoB APOTABEPUH NPAKTUYECKM MOAHOCTbIO
BbIBOAUTCSI M3 OPraHM3MA.

MNpn 3TOM B MHCTPYKUMK MO MPUMEHEHUIO AEKAPCTBEHHOrO Npenapata «HO-LLMA»
OTCYTBYET YKA3AHME HA TO, 4TO HO-LUMA HOYMHAET paboTaTh Yepes 12 MUHYT MOCAE
npuemMa npenapara.

COOTBETCTBEHHO B PEKAAME COOBLLAETCSI O CBOMCTBOX M XAPAKTEPUCTUKAX
AeKkapcTBeHHoro npenapata «HO-LLUMA» BHE NpeAeAOB NOKA3AHNN, COAEPIKALLMXCS B
MHCTRYKUMK MO MEAVNLMHCKOMY MPUMEHEHMIO.

COrAacHo 4acTn 6 ctatbn 24 PepepPAAbHOro 3akoHA «O pekAaMme» COobLLLEHME B
PEeKAOME O CBOMCTBAX U XAPAKTEPUCTUKAX, B TOM YNCAE O CNOCOBAX MPUMEHEHUS
NCMOAb30OBAHUSI, AEKOPCTBEHHBIX MPENAPATOR 1 MEAULIMHCKUX U3ASANA AOMYCKAESTCS
TOABKO B MPEASAAX MOKA3AHWM, COAESPIKALLMXCS B YTBEPXKAESHHBIX B Y CTAHOBASHHOM
MOPSIAKE MHCTRYKLUMSIX MO MPUMEHEHUIO 1 MCMOAb3OBAHUIO TAKUX OOBEKTOBR
PEKAOMUPOBAHMSI.

Takmm 06pA30M, B PEKAOME AEKAPCTBEHHOrO nMpenapata «HO-LLUMA»,
paAcnpoCcTpaHsBLIeENCcs C Aekabps 2016 roaa no anpenb 2017 road HO TEAEKAHAACX
«[MepBblt KaHaA», «Poccus 1», «TB-3», «[aTtHML», « THT», <k AOMALLHWIN® 1 MHBIX, HOPYLLUEHDI
NYyHKT 8 yacTn 1 ctaTtbu 24, 4acTb 6 cTaTbu 24 DeAepPAAbHOroO 3aKOHA «O PEKAAMED,

B cooteeTCcTBMM CO CTATbEN 38 PepepAAbHOrO 3AKOHA «O pekAaMe» PEKAAMOAQTEAb
HEeCET OTBETCTBEHHOCTb 30 HOPYLLEHME TPEDOBAHUIN 3AKOHOAQTEABCTBO POCCUMINCKON
Peapepaumm 0 pPeEKAAME, YCTAHOBAEHHBIX YACTIMM 1,6 cTaTb 24 DepAepaAbHOro 3AKOHA
«O pekname».,

PekAOMOAQTEAEM YKABAHHOW PeKAAMBbI siBASIETCSI AO «CaHodm Poccus» (topmnandecKkini
aApec: YA. Teepckas, A. 22, r. Mockea, 125009, MUHH 7705018169, OI'PH 1027739079940,
KM 771001001, aoata permnctpaumm: 19.08.2002).

B cootBeTCTBIMM C YaACTbIO 5 cTaTbM 14.3 Kopekca 06 AAMUHUCTOATUBHDBIX
NPABOHApPYLeHnax Poccumckom Oeaepaumm HapyLleHNe Y CTAOHOBAEHHbBIX



30KOHOAQTEABCTBOM O PeKAAME TPEOOBAHUIN K PEKAAME AEKAPCTBEHHBIX CPEACTB,
MEANLIMHCKNX N3AESANN I MEAULIMHCKX YCAYT, B TOM YACAE METOAOB ASYEHMUSI, O TAKIKE
BUNOAOTNYECKN AKTVBHBIX AOBABOK BAEYET HOAOMKEHNE AAMUHUCTPATVBHOMO LUTPAPA HA
IOPUANYECKNX AUL, OT ABYXCOT ThICSIY AO MSITUCOT ThiCSY pyOAen.

AO «CaHodU Poccus» MMEAO BO3MOYKHOCTb AASI CODAIOAEHNS TOEOOBAHNI
3aKoHOoAQTEeAbCTBA Poccuickon Pepepaumm o pekrame, oaHAKO OBLLLECTBOM He BbIAU
MNPWHSITH MEPbI MO COBAIOAEHNIO €ro TPEeOOoBAHUN.

Takmm 06pazom, yctaHoBAeHA BMHA AO «CaHodu Poccust» B HOpYLLEHN
3AKOHOAQTEABCTBA Poccumckom Qeaepaumm 0 pekaame Npm PACnpOCTRAHEHNM
PEeKAAMbI AekapcTeeHHoro npenapata «HO-LUMA» ¢ aoekabps 2016 roaa no anpenb 2017
roAQ HA TEAEKAHAAQX «[lepBbit KAHAA», «Poccust 1», «TB-3», «[aTHMUO», «THT»,
«AOMALLUHU» N NHBIX,

PYKOBOACTBYSICb MyHKTOM 8 4aOCTU 1,4aCTbto 6 CTATbU 24, 4YACTbiO 6 CTATbU 38
PeaepanbHoro 3akoHa ot 13.03.2006 Ne38-D3 «O pexkaamer, 4acTbto 5 ctaTtbum 14.3
Koaekca Poccuimckom Qepepaumm 06 AAMUHUCTPATUBHBIX MPABOHAPYLLEHUSIX.

NOCTAHOBUA:

1. MpumMmennTts K AO «CaHodn Poccusi» Mepbl AAMUHUCTOATVBHOM OTBETCTBEHHOCTM B
BMAE LUTPADA 3A HAOPYLLUEHNE 3AKOHOAQTEALCTBA O PEKAAME B pasmMepe 200 000
pybaen.

n CyMMy LUITPADA HAAAEKNT YNAQTUTD MO CAEAYOLLVM PEKBUINTAM:

Moaydyatenb: YOK no r. Mockee (PeaepaAbHASI QHTMMOHOMOABHAST CAY>KOA
A/c04731001610)

BaHk noay4daTtens: 'Y BarHka Poccunm no LIPO

NHH 7703516539
Krr 770301001

BUK 044525000

PacueTtHbi cueT 4010181004525001004 1
KBK 161 1 1626000016000140

OKTMO 4538 0000

CoraacHo nyHkTy 1 ctatbu 32.2 Koaekca Poccumckon Geapepauym ob
OAMUHUCTPATUBHBIX MPABOHARYLLUEHNSIX AAMUHUCTOATUBHBIN LLUTPAM AOAXKEH BbiTb



YAAQYEH AULIOM, MPUBAEYEHHBIM K AAMUHUCTPATUBHOM OTBETCTBEHHOCTU, HE MO3AHEE
LLUECTUAECSITU AHEN CO AHST BCTYMNAEHMSI MOCTAHOBAEHWST O HOAOXKEHN
OAMUHUCTPATUBHOIO LUTPADA B 3AKOHHYKO CUAY AMBO CO AHSI UCTEYEHNST CPOKA
OTCPOYKN MAM CPOKA PACCPOUKM, MPEAYCMOTPEHHBIX CTaThben 31.5 Koaekca
Poccuickon Gepepaumr 06 AAMUHUCTOATUBHBIX MPOABOHAPYLLUEHMSIX.

B TPEXAHEBHBIM CPOK CO AHS YNAQTHI LUTPADA MPpocbOa NpeACTaBUTb B PepepanbHyto
OHTVIMOHOMOABHYIO CAY>KOY HOAAEXKALLMM 0B0A30M 30BEPEHHBIE KOMMM NAATENKHbBIX
AOKYMEHTOB (MO SAEKTPOHHOM NoyTe <...>, delo@ fas.gov.ru).

B cooteeTctBUM C nyHKTOM 1 cTaTb 30.3 Koaekca Poccumckon Pepepaumm ob
OAMUHUCTPATUBHBIX MPABOHARYLLEHNSIX MOCTAHOBAEHME MO AEAY 0O
OAMUHUCTPATUBHOM MPABOHARYLLEHNN MOXKET BblTb OB6XKOAOBAHO B TEYEHNE AECATU
CYTOK CO AHS1 BPYYEHMST AU MOAYYEHUST KON MOCTAHOBAEHMS. YKOAODA HAO
NOCTAHOBAEHME MO AEAY 06 AAMUHUCTPATUBHOM MPABOHAPYLLEHMMN NOAQETCS
BbILLECTOSILLLEMY AOAKHOCTHOMY AULY AMOO B CYA B MOPSIAKE, MPEAYCMOTPEHHOM MOBOM
30 KoAI PO,

3AMECTUTEAb PYKOBOAUTEAS A.b. Kawesapos



